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510(k) Summary

SUBMITTER: Covidien llc
60 Middletown Avenue
North Haven, CT 06473 USA

CONTACT PERSON: Rebecca Magnanimo
Regulatory Affairs Product Specialist
Covidien lic
Phone: (203) 492-6479
Fax:  (203) 492-5029
e-mail: Rebecca.magnanimo@covidien.com

DATE PREPARED: 12/17/14

PRODUCT CODE: GDO and FZP

REGULATION NUMBER: 21 CFR 878.4800 and 878.4300

TRADE/PROPRIETARY NAME: Lapro-Clip™ Auto Suture™ Reusable Long Clip Applier

COMMON/USUAL NAME: Absorbable Clip Applier

CLASSIFICATION NAME: Laparoscope, General & Plastic Surgery

PREDICATE DEVICES: Lapro-Clip™ Auto Suture™ Reusable Standard and
Short Clip Applier (K925602)

DEVICE DESCRIPTION: The Lapro-Clip™ absorbable ligating clip is delivered by
a single use cartridge and actuated by a reusable
applier.

Lapro-Clip™ absorbable ligating clip cartridges are
molded from two polymers: polyglycolic acid and
polyglyconate. The outer body is polyglycolic acid and
slides over a polyglyconate inner track. Lapro-Clip™
absorbable ligating clips are supplied sterile and undyed.
Lapro-Clip™ absorbable ligating clip cartridges are
available in two sizes, Medium/Large and Large. Clips
are supplied one clip per single use cartridge with either
one, two, or six cartridges per sterile package. The
Lapro-Clip™ reusable clip appliers are available in three
sizes: The Lapro-Clip™ short reusable clip applier is
11cm in length with a shaft diameter of 10mm. The
Lapro-Clip™ standard reusable clip applier is 26.5cm in
length with a shaft diameter of 10mm. The Lapro-Clip™
long reusable clip applier is 33cm in length with a shaft
diameter of 10mm.
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INTENDED USE Lapro-Clip™ absorbable ligating clip cartridges are
intended for use as absorbable ligatures. Lapro-Clip™
absorbable ligating clip cartridges are radiotransparent
and will not interfere with interpretations of post-
operative X-ray, CT, or MRI scans. The Lapro-Clip™
absorbable ligating clip cartridge may be used for
ligation of the cystic artery and cystic duct and other
general ligation.

SUMMARY COMPARING

THE TECHNOLOGICAL

CHARACTERISTICS OF THE

SUBJECT AND PREDICATE

DEVICES:

The proposed Lapro-Clip™ Auto Suture™ Reusable
Long Clip Applier manufactured with a longer shaft
length and tested to update sterilization, cleaning and
lifecycle testing to current FDA Draft Guidance for
“Processing/Reprocessing Medical Devices in Health
Care Settings” is equivalent to Lapro-Clip™ Auto
Suture™ Reusable Standard and Short Clip Applier
(K925602) in terms of the following technological
characteristics:

- Indication

- Raw materials

- Performance characteristics

- Biocompatibility

- Stability

- Life Cycle Reliability

Biocompatibility studies were conducted on existing
Lapro-Clip™ Auto Suture™ Reusable Standard and
Short Clip Applier (K925602). The proposed device
contains same materials as predicate.

Sterilization and cleaning studies for the proposed
Lapro-Clip™ Auto Suture™ Reusable Long Clip Applier
and predicate device Lapro-Clip™ Auto Suture™
Reusable Standard and Short Clip Applier (K925602)
have been performed.

Performance studies were conducted to demonstrate
that the proposed device, the Lapro-Clip™ Auto
Suture™ Reusable Long Clip Applier is substantially
equivalent to the predicate device. In-vitro testing that
supports the intended use of this device includes:

In-vitro Testing:
Visual Examination

Firing Force

Cartridge Latch Depression
Trigger Return Force
General Safety and Efficacy
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CONCLUSION:
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Leak Resistance

Barrel Rotation Torque
Clip Formation/Deployment
Lifecycle reliability test

In-vivo testing was not performed for this change. The
clip cartridge with clips is sold separately and was
previously tested in original 510(k) for clip applier and
clip cartridge (K925602). This modification had no
impact to clip cartridge or clips.

The results of testing demonstrate that the modified the
Lapro-Clip™ Auto Suture™ Reusable Long Clip Applier
is substantially equivalent to the legally marketed Lapro-
Clip™ Auto Suture™ Reusable Clip Applier (K925602).
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